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TO: Members, Committee on Science, Space, and Technology
FROM: Majority Staff, Committee on Science, Space, and Technology

SUBJECT: Research and Technology Subcommittee hearing
“Academic Research Regulatory Relief: A Review of New Recommendations”

The Subcommittee on Research and Technology of the Committee on Science, Space,
and Technology will hold a hearing titled 4cademic Research Regulatory Relief- A Review of
New Recommendations on Thursday, September 29, 2016 at 10:00 a.m. in Room 2318 of the
Rayburn House Office Building.

Hearing Purpose;

The purpose of the hearing is to review recent recommendations made by the National
Academy of Sciences (NAS)' and the U.S. Government Accountability Office (GAO)? for
streamlining federal regulations on academic scientific research to optimize the nation’s
investment in research, while ensuring accountability and scientific integrity.

VWitness List

¢ Dr. Larry R. Faulkner, President Emeritus, The University of Texas at Austin

e Mr. John Neumann, Director, Natural Resources and Environment Team, Government
Accountability Office

e  Mr. Jim Luther, Associate Vice President for Finance & Compliance Officer, Duke
University

s Dr. Angel Cabrera, President, George Mason University

Staff Contact

For questions related to the hearing, please contact Jenn Wickre of the Majority Staff at
202-225-6371.

! National Academies of Sciences, Engineering, and Medicine, Optimizing the Nation's Investment in dcademic
Research: A New Regulatory Framework for the 21st Century. Available at:
https://www nap.edu/catalog/2 1824/optimizin, -the-nations-investment-in-academic-research-a-new-regulato
2U.S. Government Accountability Office, Federal Research Grants: Opportunities Remain for Agencies to

Str line Administrative Requir , GAO-16-573. Available at: http://www.gao.gov/products/GAO-16-573
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Chairwoman C omsTtock. The Committee on Science, Space, and
Technology will come to order.

Without objection, the Chair is authorized to declare recesses of
the Committee at any time.

Good morning, and welcome to today’s hearing titled "Academic
Research Regulatory Relief: A Review of New Recommendations.”
I now recognize myself for five minutes for an opening statement.

How can we cut the red tape to optimize our Nation’s investment
in scientific research? That is the question we aim to answer in to-
day’s hearing.

Since becoming Chair of the Subcommittee on Research and
Technology, | have heard concern from many scientists and univer-
sity leaders that too much time and money is being spent com-
plying with federal rules, regulations and other administrative
work, thereby taking away from vital research and education. Sur-
veys have shown that, on average, researchers spend 42 percent of
their time meeting administrative requirements.

Last year, | introduced the Research and Development Efficiency
Act, a bill to establish a working group under the National Science
and Technology Council to review federal regulations and make
recommendations on how to streamline and minimize the regu-
latory burden on research institutions. That bill overwhelmingly
passed this Committee on a bipartisan basis and in the House in
May of last year. | guess we're still awaiting the Senate as always.

Since that time, work has continued by the National Academy of
Sciences and the Government Accountability Office to study and re-
port on solutions for fixing the patchwork of rules and regulations
that govern federally funded research. In June, the National Acad-
emy of Sciences issued its final report: “Optimizing the Nation’s In-
vestment in Academic Research: A New Regulatory Framework for
the 21st Century.” The report includes four major findings and doz-
ens of recommendations for updating and reforming regulations.
We are grateful to have Dr. Larry Faulkner here, the chair of the
committee that authored the report, who will testify on those rec-
ommendations.

Also in June, the Government Accountability Office released a re-
port called “Federal Research Grants: Opportunities Remain for
Agencies to Streamline Administrative Requirements.” That report
makes three major recommendations, which we’ll hear more about
from Dr. Neumann, who led the study team.

We are also fortunate to have two university leaders with us
today to talk about the impacts of regulations on their institutions
and share their expertise. I'm pleased to have Dr. Cabrera here,
President of George Mason University, which serves northern—
well, serves the whole country but I'm very proud to work with you
in our region, and leads not only one of the fastest growing re-
search institutions in the country, but one that happens to be par-
tially in my district, and my daughter's alma mater with her grad-
uate degree also, and actually I'm leaving after the hearing today.
I'm going to a Women in Virginia Bioscience that also has George
Mason folks there, so thank you for your leadership, Dr. Cabrera.

| look forward to hearing from all of our witnesses about what
actions Congress and agencies can take to provide regulatory relief
to the research community, ensuring that more of our federal re-
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search dollars are spent on scientific breakthroughs and developing
a STEM-trained workforce.
[The prepared statement of Chairwoman Comstock follows:]
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Statement of Research and Technology Subcommittee Chairwoman Barbara
Comstock (R-Va.)
Academic Research Reguiatory Relief: A Review of New Recommendations

Chairwoman Comstock: How can we cut the red tape fo optimize our nation’s
investment in scientific research? That is the question we aim to answer in foday's
hearing.

Since becoming chair of the Subcommittee on Research and Technology. | have
heard concern from many scientists and university leaders that too much time and
money is being spent complying with federal rules, regulations and other
administrative work, thereby taking away from research and education. Surveys have
shown that, on average, researchers spend 42 percent of their fime meeting
administrative requirements.

Last year, | introduced the Research and Development Efficiency Act, a bill to
establish a working group under the National Science and Technology Council to
review federal regulations and make recommendations on how 1o streamiine and
minimize the regulatory burden on research institutions. That bill overwhelmingly
passed this Committee and the House in May of last year.

Since that time, work has continued by the National Academy of Sciences and the
Government Accountability Office to study and report on solutions for fixing the
patchwork of rutes and regulations that govern federally funded research.

In June, the National Academy of Sciences issued its final report: "Optimizing the
Nation's Investment in Academic Research: A New Regulatory Framework for the 21st
Century.” The report includes four major findings and dozens of recommendations for
updating and reforming regulations. We are grateful to have Dr. Larry Faulkner here,
the chair of the committee that authored the report, who will testify on those
recommendations.

Also in June, the Government Accountability Office released a report, “Federal
Research Grants: Opportunities Remain for Agencies 1o Streamline Administrative
Requirements.”

That report makes three major recommendations, which we'll hear more about from
Mr. John Neumann, who ted the study team.
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We are also fortunate to have two university leaders with us today, to talk about the
impacts of regulations on their institutions, and share their expertise. Dr. Angel
Cabrera, President of George Mason University, leads not only one of the fastest
growing research institutions in the country, but one that happens o be partially in my
district {and my daughter's alma mater for her master's degree, | might add).

I fook forward to hearing from all of our witnesses about what actions Congress and
agencies can take to provide regulatory relief to the research community, ensuring
that more of our federal research dollars are spent on scientific breakthroughs and
developing a STEM-trained workforce.

#H##
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Chairwoman C omsTock . | now recognized the Ranking Member,
the gentleman from lllinois, Mr. Lipinski, for his opening state-
ment.

Mr. L IPINskI . Thank you, Chairwoman Comstock, for holding this
hearing, and thank Chairwoman Comstock and Chairman Smith
for being here this morning and all of the witnesses for being here.
As you all know, we finished up our work for a few weeks last
night, so I'm glad that we’re able to still hold this hearing.

Efforts to streamline and reduce the burden of administrative re-
quirements placed on academic researchers while maintaining a
strong system of accountability and scientific integrity are not new.
The Federal Demonstration Partnership (FDP) began 30 years ago,
and the Council on Governmental Relations, which represents and
supports universities in complying with federal regulations, dates
back to the post-WW Il era.

However, as research budgets have flattened or declined and our
best and brightest young researchers increasingly look elsewhere,
the topic of reducing the administrative burden on federal research
has taken on new urgency. The FDP reported that academic re-
searchers spend 42 percent of their time on activities other than
academic research, including administrative burden. That number
has since been challenged, but | think we all agree with the basic
premise of this hearing and all of the related reports: too much val-
uable time of our researchers is wasted on excessive compliance
with excessive regulations. Issues like subrecipient monitoring,
micropurchase threshold, biosketches, open access policies, and
time and effort reporting adds up to a lot of time for researchers.
I understand this from my own experiences as a college professor,
through discussions with former colleagues, and from talking to re-
searchers and research university administrators as | have served
as Chair and then the Ranking Member of this subcommittee for
the past eight years.

The Uniform Guidance issued by the Office of Management and
Budget in December 2013 made several steps in the right direction.
For example, it provided flexibility for universities to examine al-
ternatives to traditional time and effort reporting on grants includ-
ing using payroll systems to verify work performed. Inspectors
General, who opposed this change, still have full authority to con-
duct audits of those systems to ensure accountability for federal
funds. Unfortunately, the Uniform Guidance also included changes
that increased administrative burden without obviously increasing
accountability, such as the reduction of the micropurchase thresh-
old for competitive bids.

Two years ago, we held a hearing to review the findings and rec-
ommendations from the National Science Board about reducing the
administrative burden on academic research.

Today we are reviewing two more recent reports, one from the
National Academies and the other from the GAO. In response to
these reports, and working closely with the stakeholder community,
| developed bipartisan legislation, H.R. 5583, to implement some of
the key recommendations to Congress. This bill, the University
Regulation Streamlining and Harmonization Act, would address
issues around researcher biosketches, the micropurchase threshold,
and other regulations on academic research.
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However, the most important part of the legislation is the cre-
ation of a Research Policy Board at OMB. The board would allow
members of the research community to meet with agency and OMB
officials to suggest ways to streamline rules across agencies. This
board would not be able to overrule or delay any actions taken by
OMB, but rather would serve to give the research community a
seat at the table to help advise against overly onerous research reg-
ulations both now and in the future.

This bill has received strong support from the research commu-
nity, including endorsements from the Association of American
Universities and the Council on Governmental Relations among
others. While the clock is ticking on this Congress, | hope we will
be able to implement at least some of these proposals, if not this
entire bill, before the end of the year. Either way, | hope that
OMB, OSTP, and federal research agencies will continue to work
on the issues identified in these reports and in my legislation.

These hearings on administrative burden, along with the legisla-
tive efforts offered by myself and Chairwoman Comstock, should
demonstrate clearly to the research community and agency officials
alike that this Committee is engaged on this issue and will con-
tinue to provide oversight and fix problems as they are identified.

With that, | want to thank today’s witnesses for your contribu-
tions to these efforts and for your testimony. | look forward to a
fruitful discussion, and | yield back.

[The prepared statement of Mr. Lipinski follows:]
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OPENING STATEMENT
Ranking Member Dan Lipinski (D-IL)
Subcommittee on Research and Technology

House Committee on Science, Space, and Technology
Subcommittee on Research and Technology
“Academic Research Regulatory Relief: A Review of New Recommendations’
September 29, 2016

Thank you Chairwoman Comstock for holding this hearing, and thank you to all of the witnesses for
being here this morning.

Efforts to streamline and reduce the burden of administrative requirements placed on academic
researchers — while maintaining a strong system of accountability and scientific integrity — are not new.
The Federal Demonstration Partnership (FDP) began 30 years ago, and the Council on Governmental
Relations, which represents and supports universities in complying with federal regulations, dates back to
the post-WWI! era.

However, as research budgets have flattened or declined and our best and brightest young researchers
increasingly look elsewhere, the topic of reducing the administrative burden on federal research has taken
on new urgency. The FDP reported that academic researchers spend 42 percent of their time on activities
other than academic research, including administrative burden. That number has since been challenged,
but I think we all agree with the basic premise of this hearing and all of the related reports — too much
valuable time of our researchers is wasted on excessive compliance with excessive regulations. Issues
like subrecipient monitoring, micropurchase threshold. biosketches, open access policies. and time and
effort reporting adds up to a lot of time for researchers. 1 understand this from my own experiences as a
college professor, through discussions with former colleagues. and from talking to researchers and
research university administrators as | have served as chair and then the ranking member of this
subcommittee for the past 8 vears.

The Uniform Guidance issued by the Office of Management and Budget in December 2013 made several
steps in the right direction. For example, it provided flexibility for universities to examine alternatives to
traditional time and effort reporting on grants including using payroll systems to verify work performed.
Inspectors general, who opposed this change, still have full authority to conduct audits of those systems to
ensure accountability for federal funds. Unfortunately, the Uniform Guidance also included changes that
increased administrative burden without obviously increasing accountability, such as the reduction of the
micro-purchase threshold for competitive bids.

Two years ago we held a hearing to review the findings and recommendations from the National Science
Board about reducing the administrative burden on academic research. Today we are reviewing two more
recent reports, one from the National Academies and the other from the GAO. In response to these
reports, and working closely with the stakeholder community, [ developed bipartisan legislation, H.R.
5583, to implement some of the key recommendations to Congress.

H.R. 5583, the University Regulation Streamlining and Harmonization Act, would address issues around
researcher biosketches, the micro-purchase threshold, and other regulations on academic research.
However, the most important part of the legislation is the creation of a research policy board at OMB.
The board would atlow members of the research community to meet with agency and OMB officials to
suggest ways to streamline rules across agencies. This board would not be able to overrule or delay any
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actions taken by OMB, but rather would serve to give the research community a seat at the table to help
advise against overly onerous research regulations both now and in the future.

This bill has received strong support from the research community, including endorsements from the
Association of American Universities and the Council on Governmental Relations among others. While
the clock is ticking on this Congress, I hope we will be able to implement at least some of these proposals
— if not this entire bill - before the end of the year. Either way, | hope that OMB, OSTP, and federal
research agencies will continue to work on the issues identified in these reports and in my legislation.

These hearings on administrative burden, along with the legislative efforts offered by myself and
Chairwoman Comstock, should demonstrate clearly to the research community and agency officials alike
that this committee is engaged on this issue and will continue to provide oversight and fix problems as
they are identified.

With that, [ want to thank today’s witnesses for your contributions to these efforts and for your testimony.
I look forward to a fruitful discussion, and 1 yield back.
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Chairwoman C omsTtock . Thank you, and | now recognize Chair-
man Smith, who is with us here this morning, for his statement,
and he will also be introducing our first witness from Texas.

Chairman S mitH . Thank you, Madam Chairwoman.

Let me say on behalf of the withesses and even on behalf of the
American people, | want to thank you and the Ranking Member,
Mr. Lipinski, for making a huge effort to be here this morning. Not
everybody may realize that because we finished votes last night,
and we will not be convening again as a Congress until after the
November election, we knew a lot of people were going to be leav-
ing town this morning and | thought we were going to have to can-
cel this hearing, as important as it was, and the fact that the
Chairwoman and the Ranking Member said that they would stay
and be here enabled us to go forward and have this hearing.

Now, | do want to point out that the Chairwoman has already
passed what we could call a regulatory relief bill, and deserves con-
gratulations for that, and there’s more to come. Mr. Lipinski has
a bill that we're working on, and | do have to question his motive
for being here because he knows that by being here we're going to
be more favorably disposed towards his legislation. But | do appre-
ciate both his efforts to bring some sanity to the regulatory process
and what the Chairwoman has done too.

The Committee has held many hearings on the regulatory over-
reach of agencies during this Administration. Americans from
small business owners to scientists in the lab want to be free from
overly burdensome regulations, not tied up in more red tape.

For several years, the research community has expressed concern
that time spent on administrative and reporting requirements for
federal research seriously cuts into lab time. This negatively affects
the science conducted under those grants.

The Federal Government spends about $30 billion a year on re-
search and development at our Nation's colleges and universities.
Over time, a patchwork of federal laws, regulations, rules, policies,
and reporting requirements have developed to manage this re-
search.

A survey of universities found that up to 25 percent of grant
funding was spent on research-related regulatory compliance—25
percent. We must ensure accountability and scientific integrity
when spending taxpayer dollars on research. However, there are
opportunities for Congress and agencies to streamline regulations
to optimize the Nation’s investment in research.

There are some commonsense recommendations to reduce gov-
ernmental hurdles for our scientists. For example, when a re-
searcher applies for a grant at the National Science Foundation,
they should be able to use the same biographical information and
format they use when applying for a grant at the Department of
Energy or other agencies. If a researcher has a grant from the Na-
tional Oceanic and Atmospheric Administration and NASA, the for-
mat for research progress reporting to both agencies should be the
same.

Confusing, costly, and burdensome regulations take time and
money away from research. They also make it more difficult for
young, new innovators to apply and compete for federal funding.
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We should not lose out on developing new breakthrough ideas or
new talent because of bureaucratic hurdles.

So | commend Chairwoman Comstock for holding this hearing
and for her previous work on tackling regulatory relief. | look for-
ward to working with you and our colleagues on both sides of the
aisle towards developing some legislative solutions, and | men-
tioned Mr. Lipinski’s bill a minute ago. We must continue to ensure
that our Nation’s research investments are efficient and effective.

Thank you, and I'll yield back.

[The prepared statement of Chairman Smith follows:]
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Statement of Chairman Lamar Smith (R-Texas)
Academic Research Regulatory Relief: A Review of New Recommendations

Chairman Smith: Thank you Madam Chair. And thanks to our expert witnesses for
being here today.

This Committee has held many hearings on the regulatory overreach of agencies
during this administrafion. Americans — from small business owners fo scientists in the
lab - want o be free from overly burdensome regulations, not fied up in more red
tape.

For several years, the research community has expressed concern that time spent on
administrative and reporting requirements for federal research seriously cuts into lab
time. This negatively affects the science conducted under those grants.

The federal government spends about $30 billion a year on research and
development at our nation's colleges and universities. Over fime, a patchwork of
tederal laws, regulations, rules, policies and reporting requirements have developed to
manage this research. A survey of universities found that up to 25 percent of grant
funding was spent on research-related regulatory compliance.

We must ensure accountability and scientific integrity when spending taxpayer dollars
on research. However, there are opportunities for Congress and agencies to
streamiine regulations to optimize the nation’s investment in research.

There are some common sense recommendations to reduce govermnmental hurdies for
our scientists. For example, when a researcher applies for a grant at the National
Science Foundation, they should be able to use the same biographical information
and format they use when opplying for a grant at the Department of Energy or other
agencies.

if a researcher has a grant from the National Oceanic and Atmospheric Administration
and NASA, the format for research progress reporting to both agencies should be the
same.

Confusing, cosily and burdensome regulations take time and money away from
research. They also make it more difficult for young. new innovators to apply and
compete for federal funding.
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We shoutd not lose out on developing new breakthrough ideas or new talent because
of bureaucratic hurdles.

| commend Chairwoman Comstock for holding this hearing and for her previous work
on tackling regulatory relief. | look forward to working with you and our colleagues on
both sides of the aisle towards developing some legisiative solutions.

We must continue to ensure that our nation's research investments are efficient and
effective.

###
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Chairwoman C omsTtock . | how recognize the Chairman to intro-
duce Dr. Faulkner.

Chairman S miTH . Thank you, Madam Chairwoman.

It should be obvious why I'd like to, or asked to introduce our
first withess today because he is Dr. Larry Faulkner, President
Emeritus of the University of Texas at Austin.

I might interject here that at one point | represented all of the
University of Texas at Austin and now only represent a part of it.
| do have in my district the administration building, and | also
have all the sororities and fraternities, and | haven't yet figured
out why that was given to me, but nevertheless, that's how it
stands and I'm pleased to represent at least part of—

Chairwoman C omsTock . | have two sister-in-laws from those so-
rorities.

Chairman S miTH . | mentioned that Dr. Faulkner had been Presi-
dent of the University of Texas at Austin. Most recently Dr. Faulk-
ner chaired the National Academies Committee on Federal Regula-
tion of Research, which carried out a comprehensive review and
made numerous specific recommendations for improving regula-
tions, regulatory procedures, and regulatory apparatus. As Presi-
dent of the University of Texas at Austin, he oversaw a seven-year
capital campaign that raised over $1.6 billion, appointed and sup-
ported the work of the Commission of 125, a citizens’ group that
provided guidance on the future of the university and its relation-
ship to the public. Dr. Faulkner received a B.S. degree from South-
ern Methodist University and was awarded a Ph.D. in chemistry
from the University of Texas at Austin. We welcome you, Dr.
Faulkner. It's nice to have you back, and I'll yield back.

Dr. F AULKNER . Thank you, Mr. Chairman. It's a pleasure to see
you. | had the pleasure of being in your district at one time.

Chairwoman C omsTock . I'm sorry. | have to introduce the other
witnesses now, then we’ll go through, so sorry for the mix-up there.

Chairman S miTH . | liked what he was saying about having lived
in my district, but we'll—

Chairwoman C omstock . Okay. Our second witness today is Mr.
John Neumann, Director, Natural Resources and Environment
Team at the Government Accountability Office. Mr. Neumann cur-
rently leads efforts in the science and technology area including the
management and oversight of federal research and development
programs, protection of intellectual property, and federal efforts to
support innovation. He received his B.A. in political science cum
laude from the State University of New York at Stony Brook and
holds an MBA from American University as well as a J.D. from
Georgetown University.

Our third witness today is Mr. Jim Luther, Associate Vice Presi-
dent for Finance and Compliance Officer at Duke University. Mr.
Luther’s responsibilities include oversight of the post-award areas
for the university and School of Medicine, management of fixed and
movable assets, negotiation of Duke’s indirect cost and fringe ben-
efit rates, and all aspects of Duke’s research cost and compliance
program. Over the past several years, he has instituted a research
cost and compliance program that includes mandatory training for
faculty and administrators, a comprehensive compliance certifi-
cation program, and a compliance monitoring program. Mr. Luther
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earned his B.S. in engineering from the U.S. Naval Academy and
an M.A. from Duke University. ,

Our final witness today is Dr. A ngel Cabrera, President of
George Mason University. Prior to joining George Mason in 2012,
he served as President of the Thunderbird School of Global Man-
agement in Arizona and is Dean of the |.E. Business School in Ma-
drid. Dr. Cabrera has been recognized by the World Economic
Forum as a Young Global Leader, by the Aspen Institute as a
Henry Crown Fellow, by Business Week as a Star of Europe, and
by the Financial Times as one of the world’'s best business deans.
Dr. Cabrera earned his Ph.D. and M.S. from the Georgia Institute
of Technology and his B.S. and M.S. in computer and electrical en-
gineering from the Polytechnic University of Madrid.

| now recognize Dr. Faulkner for five minutes to present his tes-
timony.

TESTIMONY OF DR. LARRY R. FAULKNER,
PRESIDENT EMERITUS,
THE UNIVERSITY OF TEXAS AT AUSTIN

Dr. F AULKNER . Good morning, Chairwoman Comstock and Rank-
ing Member Lipinski, Chairman Smith. | thank you for your invita-
tion to testify on a congressionally mandated study conducted by
a committee of the National Academies.

The general message is that the continuing expansion of federal
regulation is decreasing the return on the federal investment in re-
search by diverting investigators’ time and other resources away
from research toward administration and compliance.

The committee has seven overarching findings: first, that effec-
tive regulation is essential to the overall health of the research en-
terprise; second, that most federal regulations, policies and guid-
ance represent efforts to address important issues but often have
unintended consequences needlessly encumbering the Nation’s re-
search; third, in recent decades, the amount of regulation has
grown dramatically; fourth, this continuing expansion of the regu-
latory system diminishes the effectiveness of the Nation’s invest-
ment in research; fifth, universities receive research funding from
multiple agencies but approaches to similar tasks and goals such
as the submission of grant proposals are not harmonized across
agencies; six, that regulations sometimes have resulted when uni-
versities did not respond appropriately to investigators’ trans-
gressions; and seventh, the relationship between research univer-
sities and institutions and federal funders has long been considered
a partnership yet there is no formal mechanism by which senior
stakeholders from both partners can review existing or proposed
policies.

Based on these findings, the committee offered four overarching
recommendations: first, that the regulatory regime for federal re-
search be reexamined and recalibrated. We recommend that Con-
gress, OMB, federal agencies and research institutions take steps
to improve efficiency. We provide many detailed possibilities.

Second, research institutions should take action to reinvigorate
the research partnership and to re-instill trust.

Third, the responsibilities of the Inspector General should be re-
balanced so that consideration is given both to uncovering waste,



18

fraud, and abuse and to advising on economy, efficiency, and effec-
tiveness.

Fourth, the government-university research partnership should
be made more functional through changes in the regulatory frame-
work.

For the remainder of my remarks | will focus on human subjects
research and the proposed new regulatory framework. Midway
through the committee’s work, the DHHS issued a Notice of Pro-
posed Rule Making on the Federal Policy for the Protection of
Human Subjects. Over 2,000 comments were submitted in re-
sponse. Most commentators brought up deficiencies and indicated
that if the rule were implemented as written, it would create seri-
ous obstacles for research. From testimony and much other evi-
dence, the committee concluded that the proposed rule is marred
by omissions, an absence of essential elements, and a lack of clar-
ity. Given that a national review has not taken place in almost
forty years of human subjects research, that related research has
grown tremendously, and that the complexity of the issues has
greatly increased, the committee recommends that Congress au-
thorize and the President appoint an independent, national com-
mission to examine and to recommend updates to the ethical, legal,
and institutional framework governing human subjects research.

Finally, the committee is calling upon the executive branch to
withdraw the NPRM, giving the proposed commission full scope to
meet its charge.

Let me turn last to the proposed new regulatory framework. The
goal is to provide a mechanism that can forestall duplicative and
incongruous regulations, streamline and harmonize existing regula-
tions, and provide a means to eliminate ineffective regulations. We
believe that the only clear path to strengthening the U.S. research
enterprise and preparing it for continued leadership is through the
establishment of a new research policy board, which would act as
the primary analytical, anticipatory and coordinating forum on reg-
ulatory policy, bringing together high-level stakeholders from the
research community and from federal funding agencies. We further
recommend that a new position of associate director for the aca-
demic research enterprise be established in the White House
OSTP. This officer would perform an essential role by focusing on
the operational health of the research partnership.

For nearly 70 years, that partnership has yielded tremendous
benefits for the American people, improving their economic
wellbeing, health, and security. It behooves all of us to take steps
to ensure that it continues to flourish.

Thank you for this opportunity.

[The prepared statement of Dr. Faulkner follows:]
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Optimizing the Nation’s Investment in Academic Research: A New
Regulatory Framework for the 21st Century

The National Academy of Sciences, Engineering, and Medicine

Good Morning Chairwoman Comstock and Ranking Member Lipinski. Thank you for your
invitation to provide testimony about a congressionally mandated study conducted by the
National Academies of Sciences, Engineering, and Medicine with the sponsorship of the U.S,
Department of Education and the National Institutes of Health. [was privileged to chair
the committee that issued our report, entitled Optimizing the Nation’s Investment in
Academic Research: A New Regulatory Framework for the 215t Century.

Shortly after beginning the study, Congress asked that we expedite an initial report and so
unlike most Academies reports, our report was issued in two parts: Part 1 issued in
September 2015 and Part 2 issued as the final report in June 2016. In my remarks today, |
will focus on the committee’s overarching findings and recommendations. Copies of the
full report have been provided to staff.

The overarching message of our report is that the continuing expansion of federal
regulations and requirements is diminishing the effectiveness of the US research enterprise
and decreasing the return on the federal investment in basic and applied research by
diverting investigators’ time and institutional resources away from research and toward
administrative and compliance matters. The committee believes there is a need for a new
framework to ensure that regulatory requirements are justified, proportional to the
problems being addressed, and harmonized across federal agencies, so as to create a more
effective and efficient research partnership. This new framework, which I will describe
later in my remarks in greater detail, is embodied in our recommendations calling for the
establishment of a Research Policy Board, a new associate director for the academic
research enterprise at the White House Office of Science and Technology Policy (0STP),
and a set of guiding principles to govern and strengthen the government-research
institution partnership.

In the course of our study, the committee reviewed and analyzed previous reports and
studies. We also heard presentations from representatives of federal research funding
agencies, inspectors general, university administrators and researchers, and independent
organizations engaged in advancing scientific research and promoting the health of the
nation’s research enterprise.

While our ability to report a precise measure the cumulative effect of regulations was
constrained by lack of data, we illustrate instances where the cumulative effect of
inconsistent and overlapping regulations leads to a reduction in the time spent on research.
From stakeholders at every level and perspective, we heard how, over the past several
decades, Increasing federal regulations hinder the output of the remarkable research
enterprise that arose from the government-academic partnership.

1
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Having said this, let me be very clear that the committee believes that effective regulation is
essential to the overall health of the research enterprise. Our concern is that the current
regulatory scheme is harming the very system it was supposed to protect. We are worried
that, if this regulatory trend continues, we will cause significant damage to a system of
education, mentorship, and discovery that is renowned internationally, consistently
attracts the best talent from around the world, and serves as a model for other nations
seeking to advance science and engineering in pursuit of economic and social progress and
prosperity. In effect, we may jeopardize our nation’s leadership in science, technology, and
the social and behavioral sciences, all of which contribute to our security, health, education,
and well-being.

The committee identified several overarching findings:

1. Effective regulation is essential to the overall health of the research enterprise, It
" protects both our nation’s investment and various parties in the research
partnership ~ research participants, investigators, universities, and agencies.

2. Most federal regulations, policies, and guidance are efforts to address important
issues related to scientific integrity, the stewardship of federal funds, and the well-
being of people and animals involved in research. But these well-intended efforts
often result in unintended consequences that needlessly encumber the nation’s
research enterprise.

3. Inrecent decades, the amount of regulation has grown dramatically. Since 1991 the
federal government has instituted 90 new regulatory changes with which
universities must comply. The last decade in particular has seen striking growth in
regulation: In the 1990s, the federal government promulgated approximately 1.5
new or substantially changed federal regulations and policies per year that directly
affected the conduct and management of research under Federal grants and
contracts. During the years 2003-2012, this number increased to 5.8 per year.

4. This continuing expansion of the federal regulatory system and its requirements
diminish the effectiveness of the nation’s investment in research. These growing
requirements are directing investigators’ time away from research and education
and toward administrative tasks that are inconsistent, duplicative, or unclear.
Regulations also add financial cost to the research enterprise, particularly as they
accumulate over time. :

5. Universities frequently receive research funding from multiple federal agencies, but
approaches to similar tasks and goals - such as the submission of grant proposals
and accounting for potential conflicts of interest - are not harmonized across
funding agencies. Because of this, investigators and administrative staff spend
unnecessary time and resources complying with different sets of rules and
regulations. When requirements are duplicative, inconsistent, or unclear,
universities themselves may place additional requirements on research
investigators, adding to the burden.
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At times regulations have resulted when universities did not respond appropriately
to investigators’ transgressions, or failed to create an environment that strongly
discourages behaviors in conflict with scientific standards and norms. Itis,
however, also important to note that regulations have also been triggered by
egregious transgressions that are found to be isolated events.

In recent decades, stresses in the federal-academic partnership have diminished the
effectiveness of the nation’s investment in academic research.

The relationship between research institutions and federal funders of research has
long been considered a partnership. There is, however, no formal entity,
mechanism, or process by which senior stakeholders from both partners can
consider the effectiveness of existing research policies and review proposed new
policies to sustain a dynamic and effective research enterprise.

With these findings in mind, the committee offered four overarching recommendations
with specific actions provided to implement these recommendations.

1.

First is that the regulatory regime governing federally funded research should be
critically reexamined and recalibrated. We recommend that Congress, the White
House Office of Management and Budget, federal agencies, and research institutions
take a number of specific steps to improve the efficiency of rules and regulations,

For example, we urge the federal government to develop a uniform approach and
format for grant proposals, conflicts of interest policy, and research with animals.
We also urge institutions to review internal policies developed to comply with
federal regulations, so as to determine whether such policies have themselves
contributed to administrative burden. Additional recommendations -~ many of
which can be acted upon immediately -- are detailed in our report.

Our second overarching recommendation concerns actions research institutions
should take to reinvigorate the government-university research partnership and to
re-instill trust. Research institutions must demand the highest standards in
institutional and individual behavior. They must foster a culture of integrity among
academic leaders, faculty, students, staff and administrators. And they must mete
out appropriate sanctions where behavior deviates from ethical and professional
norms. Universities that fail to enforce these norms should themselves face
sanctions.

Our third overarching recommendation concerns the responsibilities of Inspectors
General. Research institutions are subject to frequent federal audits as part of their
acceptance of federal research funds. There is a growing concern, however, that
there is a lack of shared understanding with regard to expectations concerning
compliance with financial policies and procedures. When agencies, Inspectors
General, and research institutions have shared understandings and interpretations
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of the rules and regulations governing financial expenditures, there are fewer
disagreements about the expenditure of federal funds. Without a shared
understanding, an environment is created with competing assertions and findings.
Consequently, we recommend that the responsibilities of the Inspectors General be
rebalanced so that appropriate consideration is given both to uncovering waste,
fraud, and abuse and to advising on economy, efficiency, and effectiveness.

4. Our final overarching recommendation is aimed at strengthening and renewing the
government-university research partnership. We recommend that Congress create a
new entity, a Research Policy Board, which would serve as the primary policy forum
for discussions related to the regulation of federally funded research institutions.
The board will bring together high-level stakeholders from the academic research
community and from federal funding agencies to foster more-effective conception,
development, and harmonization of research policies going forward.

For the remainder of my remarks [ would like to focus attention on two specific areas: 1)
human subjects research and 2} the new framework.

At about the same time that the committee issued Part 1 of its report, the Department of
Health and Human Services issued a Notice of Proposed Rule Making (the “NPRM”) on the
Federal Policy for the Protection of Human Subjects. The fundamental premise shared by
all is the protection of human participants in research. Central to the goals of human
subjects regulations are the principles of respect for persons, beneficence, and justice.
These principles, articulated almost forty years ago in the Belmont Report, have served the
nation well as it sought to protect human participants in research while advancing the
biomedical and socio-behavioral research enterprise. However, since these principles were
first articulated, the research enterprise has grown enormously and has witnessed
profound changes in knowledge, technologies, methodologies, and capabilities, as well as in
the potential implications of research findings for individual participants and for society.
These changes in research contexts and capabilities have raised urgent questions about the
proper application and balancing of the Belmont principles.

When the NPRM was released in September 2015, it received tremendous attention. Over
2000 comments were submitted to HHS in response. Most commentators expressed
concerns about deficiencies in the proposed rule and maintained that if the rule were
implemented as written, it would pose significant obstacles to the conduct of research.
Having heard from various experts, and having considered analyses of the comments on
the NPRM, the committee found that the proposed rule is marred by omissions, an absence
of essential elements, and a lack of clarity. In addition, important questions about the
overall impact and long-term costs of the proposed regulatory changes were left
unresolved. Given that a national review of human subjects research has not taken place in
almost forty years, that the biomedical and socio-behavioral research enterprise has grown
tremendously during that time, and that the complexity of the issues related to human
subjects research has greatly proliferated, the committee recommends that Congress
authorize and the President appoint an independent, free-standing national commission on
human subjects research,
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Congress should charge the commission with examining and updating as necessary the
ethical, legal, and institutional framework governing human subjects research with the goal
of making recommendations to Congress and the President on ethically sound regulatory
approaches to unresolved questions in human subjects research and on needed revisions
to the legal and institutional structures governing the regulation of human subjects
research.

Finally, and critically importantly, concurrent with this recommendation, the committee is
calling upon the executive branch now to withdraw the NPRM, giving the proposed
commission full scope to meet its Congressional charge.

Now to the new framework. Let me state clearly that the goal of this new framework is not
to increase bureaucracy, but to provide a mechanism that will forestall the creation of
duplicative and incongruous regulations, streamline and harmonize existing regulations,
and provide a means to eliminate outdated or ineffective regulations.

We recommend that Congress create a new entity, a Research Policy Board, which would
serve as the primary policy forum for discussions related to the regulation of federally
funded research institutions. The board will bring together high-level stakeholders from
the academic research community and from federal funding agencies to foster more-
effective conception, development, and harmonization of research policies going forward.

Concurrent with the RPB we recommend that a new position - an Associate Director for the
Academic Research Enterprise — be established in the White House office of Science and
Technology Policy. This Associate Director would serve as a liaison between the Research
Policy Board, funding agencies, Congress, and research institutions. In partnership with
OMB’s Office of Information and Regulatory Affairs, the director would facilitate concrete
and meaningful reduction of institutional regulatory burden. Together, the director and
Administrator of OIRA should report annually to Congress on regulatory issues and actions
affecting the research partnership.

We believe that the only clear path to strengthening the US research enterprise and
preparing it for continued leadership in the 215t century is through the establishment of the
proposed Research Policy Board that will act as an analytical, anticipatory, and
coordinating forum on research regulatory policy, Further, we believe the proposed
associate director for the academic research enterprise will perform an essential role by
focusing on the health of the federal-academic research partnership and by facilitating
meaningful discussion between research institutions and the federal government,
Congress, and inspectors general.

For nearly 70 years, the partnership between research universities and the government
has yielded tremendous benefits for the American people, improving their economic well-
being, health, and security. It behooves all of us to take steps to ensure that this partnership
continues to flourish. The committee’s recommendations are intended to strengthen that
partnership and to maximize the returns on the nation’s investment in research.
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We believe our report offers Congress and the Administration a more responsive and
efficient regulatory structure that optimizes the nation’s investment in academic research
while better serving the interests of government, universities, investigators, and the public.

Thank you for this opportunity to testify. [ would be happy to take any questions you might
have.
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Chairwoman C omsTtock . Thank you.
Mr. Neumann.

TESTIMONY OF MR. JOHN NEUMANN, DIRECTOR,
NATURAL RESOURCES AND ENVIRONMENT TEAM,
GOVERNMENT ACCOUNTABILITY OFFICE

Mr. N EUMANN . Chairwoman Comstock, Ranking Member Lipin-
ski, and Chairman Smith, | appreciate the opportunity to be here
today to discuss the findings from our recent report on administra-
tive requirements on federal research grants to universities.

As you know, the federal government provides billions of dollars
each year to colleges and universities for research, over $27 billion
in fiscal year 2015 alone. To oversee the use of these findings, Con-
gress and federal agencies have established a variety of adminis-
trative requirements. However, the research community has raised
concerns about the administrative workload and costs for research-
ers and universities to comply with these requirements.

Today, | would like to briefly highlight the three key findings
from our report. First, we looked at selected administrative re-
quirements to understand why they're put in place and found that
they fell into two general buckets: OMB’s Uniform Guidance for
grants and agency-specific guidance. OMB'’s guidance generally fo-
cuses on protecting against fraud, waste, and abuse of funds. For
example, it requires competition and documentation of purchases
made with grant funds. Agency-specific guidance generally focuses
on the quality and effectiveness of research. For example, NIH-
funded researchers are required to disclose financial conflicts of in-
terest to promote objectivity in the research they conduct with fed-
eral funds.

Our second key finding was that there are certain common fac-
tors that add to the workload and cost for universities to comply
with these requirements. Specifically, we found that agencies vary
in how they implement the same requirements causing universities
to develop multiple processes to comply. We also found that fund-
ing agencies require detailed documentation as part of the grant
application process, even though the likelihood of getting funded is
relatively low. And some requirements have become more prescrip-
tive such as recent changes to the Uniform Guidance that will re-
quire universities to use competitive procurement methods when
purchasing any goods or services costing $3,500 or more, which
universities told us will result in added workload and costs. Exam-
ples of the workload and costs universities have include purchasing
and updating electronic grant management systems, hiring and
training administrative staff, and then the time spent by the re-
searchers themselves.

Our third key finding was that while OMB and the funding agen-
cies have made continuing efforts to reduce universities’ adminis-
trative workload and costs, these reductions have been limited, and
we found opportunities for further improvements in a number of
areas. For example, we found that agencies have not standardized
certain administrative requirements across agencies such as unnec-
essary variations that remain in the format and content of bio-
graphical sketches as well as in budget forms and budget justifica-
tions. We also found that several funding agencies have not fully
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considered opportunities to streamline pre-award requirements.
For example, NSF has been piling efforts to postpone certain re-
quirements such as detailed budgets until after the grant has been
awarded but other agencies in our view have not conducted agency-
wide reviews for similar opportunities to postpone requirements.

Lastly, we found several areas where funding agencies could con-
sider providing universities with more flexibility including the
OMB requirements on competing purchases and NIH conflict-of-in-
terest rules.

Based on these findings, we made four recommendations to OMB
and the agencies in our review—the Department of Energy, NASA,
NIH and NSF—to identify and pursue further opportunities to
streamline administrative requirements on research grants to uni-
versities. The agencies generally agreed to take steps to implement
our recommendations.

Chairwoman Comstock, Ranking Member Lipinski and Chair-
man Smith, this concludes my prepared remarks. I'm happy to re-
spond to any questions that you may have.

[The prepared statement of Mr. Neumann follows:]
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Chairwoman Comstock, Ranking Member Lipinski, and Members of the
Subcommitiee:

| am pleased to be here today to discuss administrative requirements on
federal research grants to universities, as well as federal agency efforts
and opportunities to streamline such requirements. According to National
Science Foundation (NSF) data, the federal government funds the
majority of research performed by colleges and universities, obligating
over $27 billion for such research in fiscal year 2015. To allow for
oversight, Congress and federal agencies have established a variety of
administrative requirements for the use of these funds.? Some
requirements were established or strengthened in response to cases of
researchers improperly spending funds or because of concerns about
research integrity. Others were established to meet broader policy
objectives, such as increasing access to research data and resuits.

During the last two decades, organizations that have studied these
requirements have raised concerns about the administrative workload
and costs for researchers and universities to comply with the
requirements and their effects on the efficient conduct of research. In
addition, several executive orders and a presidential memorandum have
called for streamlining regulations and guidance to reduce grantees’
administrative workload and costs. For instance, Executive Order 13563
of January 18, 2011 called for greater coordination across agencies to
simplify and harmonize rules, and for agencies to consider regulatory
approaches that reduce burdens and rnaintain flexibility. In December
2013, the Office of Management and Budget (OMB) consolidated its
grants management circulars into a single document—the Uniform
Administrative Requirements, Cost Principles, and Audit Requirements
for Federal Awards (Uniform Guidance)—to streamline its guidance and

*National Science Foundation, National Center for Science and Engineering Statistics,

Higher ion R h and D Survey, Fiscal Year 2014 (Navember 2015)
and Survey of Federal Funds for Research and Development, Fiscal Years 201416 {April
2016). NSF data include funds for basic research, applied research, and development. For
fellise of this testi , We g lly refer to these funds as research funding. NSF’s
data for fiscal year 2015 are preliminary.

2Some provisions governing these funds appear in statutes or regulations, and others
appear in agency guidance documents. For purposes of this testimony, we refer to all of
these provisions as ‘requirements.”

Page i GAQ-16-890T
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reduce the administrative burden on nonfederal entities, as well as to
strengthen oversight of federal funds to reduce risk of waste, fraud, and
abuse.® Nevertheless, universities and stakeholder organizations continue
to cite increasing administrative worklioad and costs for complying with
requirements.

My statement today summarizes our June 2016 report on administrative
requirements on federal research grants,* which examined (1) selected
research grant requirements, (2) the factors that contribute to universities’
administrative workload and costs for complying with these requirements,
and (3) efforts OMB and research funding agencies have made to reduce
the administrative workload and costs for complying with these
requirements, and the results of these efforts. For our report, we selected
and examined administrative requirements in nine categories that multiple
universities and university stakeholder organizations had cited as
contributing to universities’ administrative workload and costs, had been
the subject of recent streamiining efforts or other changes, or had been
part of the findings of recent reports by agency inspectors general.’ We
reviewed guidance, regulations, and other documentation of the
requirements and interviewed officials at OMB and four research funding
agencies—the Department of Energy (DOE), National Aeronautics and
Space Administration (NASA), National Institutes of Health (NIH), and
NSF—which together provided about 83 percent of federal funding for
research at universities and cofleges in fiscal year 2015. We reviewed
documentation from and interviewed administrative staff and researchers
at six public and private universities that vary in the amount of research
funding they receive and in other characteristics. We also interviewed
representatives of several university stakeholder organizations. The
results of our reviews of selected requirements, agencies, universities,
and stakeholder organizations cannot be generalized to those not
included in our review. More detailed information on our scope and
methodology can be found in our June 2016 report. We conducted the

The Uniform Guidance is implemented through individual federal agency regulations that
were to take effect no later than December 26, 2014,

"GAO,‘Federal Research Grants: Opportunities Remain for Agencies to Streamiine
Administrative Requirements, GAQ-16-573 (Washington, D.C.: June 22, 2016).

SEor example, these include requirements related to research project budgets, research
personnel, and oversight of subrecipients.

Page 2 GAO-16-890T
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Summary

work on which this statement is based in accordance with generaily
accepted government auditing standards.

Selected administrative requirements in OMB's government-wide grant
guidance generally focus on protecting against waste, fraud, and abuse of
funds; in contrast, the requirements in agency-specific guidance generally
focus on promoting the quality and effectiveness of federally funded
research. Selected universities and stakeholder organizations identified
the following common factors that add to their administrative workload
and costs for complying with the requirements: (1) variation in funding
agencies’ implementation of requirements, (2) development of grant
proposal documentation at a stage when details of a research project
remain uncertain, and (3) recent policy reforms that resulted in certain
requirements becoming more prescriptive. OMB and funding agencies’
streamlining efforts resulted in some reductions to universities’
administrative workload and costs for complying with selected
requirements, but these reductions were limited.

Selected
Requirements Govern
the Proper Use of
Grant Funds and
Research Quality and
Effectiveness

Selected administrative requirements in the Uniform Guidance, OMB's
government-wide grant guidance, generally focus on protecting against
waste, fraud, and abuse of funds, as we found in our June 2016 report.
These include requirements related to competition and documentation of
purchases, documentation of personnel expenses, and preparation and
management of project budgets. For example, funding agencies
implement Uniform Guidance requirements for budget preparation and
management by designing agency-specific forms and processes to
review applicants’ requests for funding and grantees’ use of funding.
These requirements allow for identification of questionable requests for
funding in applications and unallowable post-award charges to grants.

In contrast, selected administrative requirements in agency-specific
guidance generally focus on promoting the quality and effectiveness of
federally funded research. Specifically, funding agencies have
established administrative requirements to promote the selection and
development of qualified researchers, protect against bias in the conduct
of research, and improve access to research data and results. For
example, since 1995, NiH-funded researchers have been subject to
Department of Health and Human Services (HHS) financial conflict of
interest regulations designed to promote objectivity. NASA and NSF have
also implemented financial conflict of interest requirements to help protect

Page 3 GAD-16-890T
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against bias in the conduct of research, and DOE was in the process of
establishing such requirements as of June 2016,

Selected Universities
ldentified Common
Factors That Add to
Their Workload and
Costs for Complying
with Selected
Administrative
Requirements

In our June 2016 report, we found that selected universities and
stakeholder organizations identified common factors that add to their
administrative workload and costs for complying with selected
requirements, First, at all six universities, officials told us that variation in
funding agencies’ implementation of certain administrative requirements
contributes to workload and costs because, for example, universities have
to design and implement muttiple processes and may need to invest in
electronic systems to comply with agencies’ requirements. Officials we
interviewed cited variation in three categories of requirements in
particular: developing and submitting biographical sketches describing
researchers’ professional accomplishments; identifying, reporting, and
managing financial conflicts of interest; and preparing and managing
project budgets. For example, agency implementation of budget
preparation and management requirements differs in several ways,
including the forms and level of detail required in proposed budgets and
the systems for grantee financial reporting.

A second factor, according to university officials we interviewed, is the
workload and costs of developing grant proposal documentation. To help
select proposals for funding, funding agencies require researchers to
prepare detailed documentation—including proposed project budgets,
data management plans, and in some cases information on conflicts of
interest—as part of the application process. Given recent proposal
funding rates, the likelihood of an agency selecting a proposal for funding
is relatively low. For example, in fiscal year 2015, NIH awarded funding to
18 percent of applicants, and NSF awarded funding to 24 percent of
applicants—rates similar to those of other years. As a result, for most
proposals, universities' investments of time and resources do not result in
research funding. Furthermore, researchers and administrative staff we
interviewed said that during the pre-award stage, there can be a relatively
high level of uncertainty about specific details of a research project,
including budget details about potential vendors or travel costs and
details about expected research data and results. They said that
complying with requirements to prepare and submit documents at a stage
when these details remain uncertain is not an efficient use of time.

Finally, recent OMB and HHS policy reforms resulted in changes to

selected requirements that, according to university officials, made them
more prescriptive and added to administrative workload and costs.

Page 4 GAO-16-890T
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Specifically, the Uniform Guidance includes revised requirements for
competition and documentation of purchases that are more prescriptive
than those in OMB’s prior circular that applied to universities.® In addition,
in 2011, HHS revised regulations governing financial conflicts of
interest—which apply to research funded by NiH—to address concerns
about the objectivity of the research HHS funds. These revisions included
more prescriptive requirements for, among other things, the types of
financial interests researchers must disclose. Officials at universities in
our review stated that the more prescriptive requirements add to
universities’ workioad and costs in several ways. For example, officials at
all six universitiss told us that they expect the new purchasing competition
and documentation requirements—particularly the lower threshoid at
which price or rate quotations must be obtained from multiple vendorg-—
will result in added costs for updating their electronic purchasing
systems.” More specifically, officials at five of the universities in our
review told us that, prior to the Uniform Guidance, their thresholds for
obtaining multiple quotations had been higher than the threshold in the
Uniform Guidance, and that they will now need to obtain multiple
quotations for more transactions than before.

SStakeholder organizations raised concerns to OMB about increased administrative
workload and costs resulting from its revised purchasing requirements, and OMB delayed
implementation of the new requirements for 2 full fiscal years after the effective date of the
Uniform Guidance. The revised purchasing requirements will become effective for

uni ities sometime in 2017, depending on uni ities' fiscal cafendars.

"The Uniform Guidance establishes five methods for purchasing goods or services. One
of these methods, procurement by micropurchases, applies to purchases under $3,500
and does not require soliciting competitive quotations i the grantee considers the price to
be reasonable. The Uniform Guidance defines the micropurchase threshold as the
threshold set by the Federal Acquisition Regulation at 48 C.F.R. Subpart 2.1 {Definitions).
When the Uniform Guidance was issued, the threshold was $3,000 except as otherwise
discussed in Subpart 2.1 of that regulation, but it is pericdically adjusted for inflation. See
2 C.F.R. § 200.67. At the time of our June 2016 report, the threshald was $3.500.
Purchases that exceed this threshold trigger additionat requirements for providing full and
open competition, such as obtaining price or rate guotations from an adequate number of
qualified sources.

Page 5 GAO-16-890T
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Chairwoman C omsTock . Great. _
I now recognize Mr. Luther for five minutes.

TESTIMONY OF MR. JIM LUTHER,
ASSOCIATE VICE PRESIDENT
FOR FINANCE & COMPLIANCE OFFICER,
DUKE UNIVERSITY

Mr. L UTHER . Good morning, Subcommittee Chairwoman Com-
stock, Ranking Member Lipinski, and Chairman Smith. I'll be ad-
dressing my comments both from a Duke University perspective
but also | serve as the Board Chair for the Council on Govern-
mental Relations, which is an associate of 190 research univer-
sities, medical centers, and institutes, and | also co-chair the Fed-
eral Demonstration Partnerships Administrative Cost Working
Group.

I'd like to start by expressing my gratitude for the Subcommit-
tee’s interest in identifying opportunities to more effectively regu-
late research. Congress has long supported the research enterprise,
providing almost $63 billion in research funding for fiscal year
2014 alone. Congress has also expressed concern about the amount
of time and funding spent on administrative processes required for
federally funded research.

The reports discussed today join several previous reports on this
topic. All have come to similar conclusions, number one, that the
regulation of research continues to steadily increase; number two,
that there is a lack of standardization across agencies; and number
three, that federally funded research could be regulated much more
efficiently.

Universities are committed to working with federal partners to
ensure effective oversight and efficient use of taxpayer funds. This
commitment has led to a number of successes including a thought-
ful development and rollout of the Uniform Guidance, and we con-
tinue to work with OMB to overcome challenges related to procure-
ment and sub-recipient monitoring. Successful engagement has his-
torically been heavily dependent on relationships with individual
agency employees. These relationships can be extremely productive,
but when the critical staff member departs, so does the produc-
tivity of the relationship.

It also frequently is the case that the university perspective is
not sought and that regulations do not include material changes
recommended. An example is the Common Rule. A COGR-APLU
analysis of comments on the proposed changes found that 74 per-
cent of all responses and approximately 96 percent of responses
from patients and members of the research community opposed
proposed changes to the biospecimens on the grounds that they
would be detrimental to research and health. The Academies report
suggests that the proposed revisions are marred by omissions, the
absence of essential elements, and lack of clarity, and “could be
detrimental to areas of important research.” The Academies report,
the HHS Secretary’s Advisory Committee on Human Research Pro-
tections, and others have called for the proposed rule to be with-
drawn, yet we understand that HHS is still trying to move forward
with this final rule.
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Compounding the issue of engagement is a significant increase in
federal regulations, 5.8 new or substantially changed regulations
annually, according to the Academies report. In the last four
months alone, three regulations, two significant policies, and a
training requirement were issued. These new regulations and poli-
cies will cost each university anywhere from several hundred thou-
sand to several million dollars and result in significant increase in
administrative and faculty workload. Many associated costs will
not be reimbursed as administrative costs long ago exceeded the 26
percent threshold. At Duke, we are approximately $25 million over
this threshold annually, largely caused by the proliferation of new
regulations.

Regarding other major recommendations including in the Na-
tional Academies report, COGR and the Association of American
Universities have strongly endorsed H.R. 5583, the University Reg-
ulatory Streamlining and Harmonization Act of 2016, and S. 2742,
Promoting Biomedical Research and Public Health for Patients Act.
Both would create the Research Policy Board that is the center-
piece of the Academies recommendation and the former, the ap-
pointment of an Administrator for the Academic Research Enter-
prise for Unified Oversight.

H.R. 5583 proposes that the Research Policy Board be composed
of federal and university officials charged with reviewing existing
and proposed regulations with the goal of reducing regulatory bur-
den. No mechanism currently exists to serve this function with re-
spect to research enterprise at large or through many examples of
non-federal entities serving in a related capacity. Critical discus-
sions with the research community coupled with Congressional and
GAO oversight would support mutual accountability and increase
the likelihood of achieving thoughtful and effective policy outcomes.
This partnership is critical because universities’ share of funding
for research now constitutes almost 24 percent of total academic
R&D.

In summary, COGR and universities like Duke support the find-
ings and recommendations of the Academies and GAO reports and
the legislation that would implement them. We can't rely on a
handful of strategic relationships to safeguard and ensure the effec-
tiveness of the Nation’s $63 billion investment in research, and as
stated so appropriately in the Research and Development Effi-
ciency Act, administrative burden is “eroding funds available to
carry out basic scientific research.” With your support, we can
achieve thoughtful, effective regulations that protect the taxpayers’
dollars and maximize results.

Thank you for your time and interest, and | look forward to an-
swering any questions you may have.

[The prepared statement of Mr. Luther follows:]
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Chairwoman C omsTock . Thank you.
I now recognize Dr. Cabrera for five minutes.

TESTIMONY OF DR. A NGEL CABRERA,
PRESIDENT, GEORGE MASON UNIVERSITY

Dr. CABRERA. Thank you so much, Chairwoman Comstock and
Ranking Member Lipinski. Thank you, Chairman Smith, for delay-
ing that departure and holding this very important hearing.

| bring to you the views and feedback from dozens of researchers
at George Mason University. Just to set it in context, we are the
largest public university in Virginia, and we are the newest and
youngest member of that Carnegie tier | group of highest research
universities in the country. We conduct research in areas from cy-
bersecurity and computational sciences to proteomics, economics,
criminology, psychology and many other areas, and we, like all of
our peers in the group of research universities, are a great example
of how that research translates not only into new cures and solu-
tions but also into new organizations and enterprises that are driv-
ing innovation in our region and in our Nation.

Now, Chairwoman Comstock, you and some of your staff have
toured our Institute of Biomedical Innovation, and we really appre-
ciate that visit. You were able to talk with some of those con-
ducting the research and see firsthand how research advances edu-
cation, leads to jobs and to improved lives, and you saw a glimpse
of that wonderful research that happens in our institution and in
many others. | would be remiss, Mr. Lipinski, if | did not extend
the opportunity for you and your staff to visit at your convenience
and to show you what we do.

Now, it doesn’t escape you that to do our work as a public univer-
sity, we rely on state investments and appropriations. We rely also
on private contributions and research grants, and very importantly,
we depend on student tuition. As the investment from state has de-
clined, the pressure on student tuition is creating real issues of ac-
cess. The issues of regulatory efficiency and the costs that they
generate at the end of the day impact students and impact the so-
cial issues around access to higher education.

Now, let me provide some specifics on the areas that the GAO
report highlighted. Many of our researchers do receive awards from
more than one agency. This means that they have to spend an inor-
dinate amount of time identifying and responding to different re-
quirements regarding proposal submissions, conflict-of-interest pur-
chasing, subrecipient monitoring, reporting and closeout. This prob-
lem is compounded by the fact that the success rate of awards in
many agencies is getting lower while the time and cost of applying
is getting higher. This paradox is discouraging faculty, many of
whom balance teaching, mentoring, and research loads from pur-
suing more research opportunities.

In terms of export controls, the Academies report correctly points
out that universities including Mason continue to be concerned
about efforts by the State Department to modify the definition of
fundamental research in ITAR. If the result is a restricted defini-
tion of fundamental research, that may cause real problems in
terms of driving innovation and bringing about the resources from
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around the world that sometimes are necessary to drive that inno-
vation.

We have a great example of innovation in regulation with effort
reporting. In 2011, Mason was the first of four pilot schools to par-
ticipate in a payroll certification pilot under the auspices of the
Federal Demonstration Partnership, and effort reporting is often
cited as one of the most burdensome administrative requirements
for researchers. Effort incurred across multiple activities is difficult
to measure and track, and administration is very inefficient and
costly.

With payroll certification, we aim to improve the efficiency and
at the same time not diminish the accountability. The result of that
pilot at Mason was a reduction in 85 percent in the reports pro-
duced without any negative and adverse impact in the supervision
in accountability. That's a great example of how we can have
smarter processes that really reduce the cost.

Finally, the Academies report calls for Congress to create a Re-
search Policy Board, and there are many other recommendations
that we endorse and support. To some extent, Madam Chair, your
bill 1119, which passed the House, and your bill, Ranking Member
Lipinski, implement what the National Academies is recom-
mending, and we are grateful to both of you. Your bills will allow
for broader discussion of that monster that lurks behind every rule,
the law of unintended consequences. By providing a pause button
or the ability to raise a red flag and means for redress and revis-
iting existing rules, you have done a tremendous service to the re-
search enterprise and the Nation’s future innovation.

Thank you so much.

[The prepared statement of Dr. Cabrera follows:]
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